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DETAILED ACTION 

Applicant's amendment and response filed on 7/12/2010 has been received and entered 
into the case. 

Claims 1-13, 15, 16, 22, 23, 30, 31, 35, 39 and 40 are canceled, claim 41 is newly added, 
and claims 14, 17-21, 24-29, 32-34, 36-38 and 41 are pending and have been considered on the 
merits. All arguments have been fully considered. 

Claim Rejections - 35 USC §112 
The claim rejection under 35 U.S.C.§1 12 has been withdrawn. 

Claim Objections 

Claim 36 is objected to because of the following informalities: The instant claim starts 
with the term "In". It would be appropriate to start the claim with "A hemostatic material. . ." 
Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 20 and 27 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 20 and 27 recites the limitation "Factor XIII" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 14, 17-21, 24-29, 32-34, 36-38 and 41 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sugitachi et al. (of record) in view of Greenawalt et al. (of record) and 
Gunze (JP 63095041; same as the English translation of JP1993-018527 submitted on 
1 1/27/2007; Abstract only). 

Sugitachi et al. teach an absorbable material such as polyglycolic acid (PGA) comprising 
thrombin, and a process of making such is by dipping the material in saline solution of thrombin 
and then lyophilized (see Examples 2 and 6). 

Sugitachi et al. also teach the absorbable material being non-woven fabric (col. 1, lines 

49-55). 

Although Sugitachi et al. do not teach the material comprising fibrinogen, it would have 
been obvious to a person of ordinary skill in the art to use fibrinogen separately or together with 
thrombin/PGA fibers of Sugitachi et al., because it is notoriously well known in the art that the 
role of thrombin is to activate fibrinogen to fibrin to form a fibrin network, and fibrinogen is 
commonly added to thrombin or visa versa. For example, a fibrin sealant, Tisseel™, disclosed by 
Greenawalt et al. comprises two-component system: fibrinogen component and thrombin 
component, and fibrinogen component comprising Factor XIII, to be mixed before the use the 
system (see column 1, lines 20-30). Thus, a person of ordinary skill in the art would recognize 
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that additional fibrinogen comprising Factor XIII taught by Greenawalt et al. applied to the 
thrombin/PGA fabric of Sugitachi et al. before the use of thrombin/PGA fabric to a wound site 
would enhance and/or facilitate the formation of fibrin network, instead of utilizing fibrinogen 
present in the plasma of a patient being treated with a reasonable expectation of success. 

Furthermore, since the use of fibrinogen along with thrombin is well known in the art as a 
hemostatic composition, it would have been obvious to a person of ordinary skill in the art to try 
fibrinogen applied to the thrombin/PGA fabric of Sugitachi et al. prior to the use of the fabric to 
a wound site to stop bleeding with a reasonable expectation of success in using the 
thrombin/PGA fabric along with fibrinogen/Factor XIII of Greenawalt et al. 

It is well known in the art that a nonwoven felt, Neoveil from Gunze, Inc., is considered 
as a suitable PGA fabric to be used as the non-woven fabric of Sugitachi et al. Gunze, which is 
the same as the JP application (JP 1993-018527) submitted by Applicant as a part of the 
amendment/remark on 1 1/27/2007 to the OA filed on 6/1/2007, teaches that non-woven, needle- 
punched PGA pledget which is decomposed and absorbed into living body, and thus high affinity 
to living body can be attained and no side effect or undesirable effect to living body (see 
abstract), and thus, a person of ordinary skill in the art would recognize that the nonwoven 
needle punched PGA fabric/pledget would be a suitable alternative and/or equivalent for the non- 
woven PGA fabric used in the hemostatic and wound healing composition of Sugitachi et al. 

It would therefore have been obvious for the person of ordinary skill in the art at the time 
the invention was made to substitute the nonwoven PGA fabric of Sugitachi et al. with the 
nonwoven felt, Neoveil, taught by JP 189579. In addition, Applicant admitted that the nonwoven 
PGA felt formed by needle-punching as taught by JP 189579 is Neoveil used in the Examples of 
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the current application. 

With regard to the elastic property of the hemostatic material of the current invention, the 
non-woven needle punched PGA fabric of Neoveil taught by JP 189579 would have inherently 
possessed the same property as the claimed invention. 

M.P.E.P. § 2112 recites, "Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or substantially 
identical processes, a prima facie case of either anticipation or obviousness has been 
established." In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the 
PTO shows a sound basis for believing that the products of the applicant and the prior art are the 
same, the applicant has the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 
15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie case can be rebutted by 
evidence showing that the prior art products do not necessarily possess the characteristics of the 
claimed product. In re Best, 562 F.2d at 1255, 195 USPQ at 433. See also Titanium Metals 
Corp. v. Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). 

With regard to the hemostatic kit of the current invention, Greenawalt et al. teach a 
hemostatic kit comprising multiple hemostatic compositions in a separate package. It is well 
known in the art hemostatic compositions are packaged in a form of kit as shown by Tisseel™ 
(see column 1, lines 20-22; column 6, lines 51-59). 

It would therefore have been obvious for the person of ordinary skill in the art at the time 
the invention was made to try to prepare the hemostatic materials of Sugitachi et al. (i.e. 
thrombin/PGA) along with fibrinogen/F actor XIII of Tisseel™ disclosed by Greenawalt et al. in 
a format of a kit. See KSR v. Teleflex (550 US82 USPQ2d 1385, 2007). 
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With regard to the new limitation directed to "having sufficient flexibility and elasticity 
to ensure sticking to an affected area of approximately any shape", it is considered that the 
limitation is resulted from the use of a particular nonwoven PGA fabric, that is Neoveil, rather 
than the results being obtainable from any active step to be carried out. Since Neoveil is well 
known in the art as discussed above, and a person of ordinary skill in the art would recognize 
Neoveil as a suitable non-woven PGA fabric for the composition of Sugitachi et al, the newly 
introduced limitation directed to the property of the PGA fabric would be inherently met by the 
use of Neoveil in the composition of Sugitachi et al. in view of JP 1 89579. 

With regard to the limitation of new claim 4 1 , the step of applying the fabric against a 
wound suffering projectile bleeding is not considered as a step for the method of preparing the 
claimed nonwoven synthetic fabric holding thrombin and fibrinogen. Rather it is considered as 
the method of using the fabric of the current invention. Nevertheless, the nonwoven fabric taught 
by the references, Neoveil holding thrombin, fibrinogen and Factor XIII, is intended for stopping 
bleeding, and thus, it would have been obvious to a person of ordinary skill in the art to use the 
hemostatic composition of the references for a wound having projectile bleeding. 

Therefore, the invention as a whole would have been prima facie obvious to a person of 
ordinary skill at the time the invention was made. 

In the response, applicant alleged that Greenawalt teaches away from the Tisseel system 
relied upon in the rejection. This argument is not persuasive since the claim rejection is not 
particularly relied on Tisseel system, rather the teaching of Greenawalt et al. is used for the use 
of fibrinogen in the hemostatic composition along with thrombin. As discussed, the composition 
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made by the process of Sugitachi et al. contains thrombin and Factor XIII, and the composition 
of Sugitachi et al. is intended for a hemostatic material. Thus, it would have been obvious to a 
person of ordinary skill in the art to use fibrinogen to the composition of Sugitachi et al. by 
showing that various different type of hemostatic materials including Tisseel contain both 
thrombin and fibrinogen, which are activated before the use of the hemostatic materials. The 
claim rejection is not based on the use of Tisseel system in the composition of Sugitachi et al. 
Even if it is considered that Tisseel system is being used in the composition of Sugitachi et al, 
the disadvantage of water-like fluidity of the components, however, would not teach away a 
person of ordinary skill in the art to use thrombin and fibrinogen in the composition of 
hemostatic materials such as the composition of Sugitachi et al. since it is well known in the art 
that these two components (thrombin and fibrinogen) are required for the formation of fibrin 
network. 

Applicant further alleged that there is no reasonable expectation of the effects produced 
according to the present invention as shown in Table 1 and 2 of the specification. In response to 
applicant's argument that the references fail to show certain features of applicant's invention, it is 
noted that the features upon which applicant relies (i.e., effects shown in Table 1 and 2) are not 
recited in the rejected claim(s). Although the claims are interpreted in light of the specification, 
limitations from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1181, 26USPQ2d 1057 (Fed. Cir. 1993). 

Furthermore, since the method of making nonwoven synthetic fabric holding thrombin, 
fibrinogen, and Factor XIII utilizing particularly Neoveil taught by the references above, it 
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would have been obvious to a person of ordinary skill in the art to consider that the materials 
taught by the references would have the same properties as the claimed invention. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claim 14 is provisionally rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 5 of copending Application No. 1 1/941,779. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the claims of both applications disclose a method of preparing nonwoven fabric 
comprising PGA holding thrombin by immersing the fabric into a saline or buffer solution 
containing thrombin, followed by lyophilizing the fabric. Although the claims of 779 application 
do not particularly teach a step of adding fibrinogen immediately prior to use of the thrombin- 
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because it is notoriously well known in the art that the role of thrombin is to activate fibrinogen 
to fibrin to form a fibrin network, and fibrinogen is commonly added to thrombin as a hemostatic 
purpose. Thus, a person of ordinary skill in the art would recognize that the method of '779 is 
directed to the making of intermediate product of non-woven fabric holding thrombin, which can 
be used for the final hemostatic materials in combination with fibrinogen. Therefore, it is 
considered that the claims of '779 application render the claim of instant application obvious. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taeyoon Kim whose telephone number is (571)272-9041 . The 
examiner can normally be reached on 8:00 am - 5:00 pm ET (Mon-Thu). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Taeyoon Kim/ 

Primary Examiner, Art Unit 165 1 



